YKPAIHA
UKRAINE

CEPTH®IKAT BIAIOBIAHOCTI YMOB BUPOBHHI{TBA JIIKAPCBKHX
3ACOBIB BAMOT'AM HAJIEXXHOI BAPOEHIMYOI MPAKTHKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No:

Crpox aif mo: // Valid till:
17.02.2026

056/204 3/ 674P

YacrTHHa 1

Part 1

HepxaBHa cayx06a ¥Ykpaltn 3 nikapcbiux 3aco6is
Ta KOHTPOIIO 3a HapkoTukamu (deprctikenyx6a)
3acBiguye:

HaliMeHyBaHHA BUPOGHMKA, MiCLIE3HAXOMKEHHS:
ToBapuctBo 3 of6MexeHOl BianoBinanbLHICTIO
«PapMaLeBTHYHA KOMNaHis «3a0poB’sa»

61013, Xapkisceka 06n., Micto XapkiB, BYJHLA
11lesuenka, 6y HHOK 22

HatimMeHyBaHHA BUpOOHMYOT(MX) ALNbHHLI(1IB):
TosapucTBo 3 o6MexeHol0 BiINOBiIANBLHICTIO
«®apmaueBTHYHA KoMNaHisa «3a0poB’a»

JlinbHuis BHpOOHMLTBA TaGNETOBAHHMX JiKapChKUX
¢bopm (uex roToBuX Jikapchkux Gopm);

JIinpHMIA 3 BUPOOGHHLTBA KANCYJNbOBAHHX JiKapChKUX
¢op™ i nopoukis (LEX roTOBHX JiKapChKKX GOPM);
JlinbHuLA 3 BUPOOHMLUTBAa TabNEeTOBaHMX JMIKApChKUX
¢opm (Lex roToBHX JikapchKHX 3ac06iB);

JlinbHULA 3 BUPOGHHMITBA TBEPAHMX JIKapChKHX (GOpM
aHTHOIOTHKIB Ta rOpMOHIB (LieX TOTOBHX JiKapChKHX
3ac00iB);

JlineHuLs 3 BUPOOHMITBA TBEPAMX JKAPCHKHX opM
MaJIMX IPOMMCIIOBHX Ta HOCIiOHHX cepilt (eX roToBux
JikapcbKux 3aco6iB);

JinbHHULS 3 BAPOOHULTBA M’AKUX, PIKKX JIiKapChKHX
¢opm, crpeis Ta aeposonis (diToximiunuit uex);
JlinbHuus 3 BupoOHHMUTBAa APpriHiHY riyTaMary
nopourky kpuctaniysoro (cy6eranuii) (iToximiunui
uex);

‘JinpHULS 3 BUpOOHMUTBA M’AKUX KEJNATUHOBHMX
Karncysn (uex M AKHX JikapchKHX GopM);

JlinsHuLA 3 BUPOGHMLTBA Masel, refis, kpeMiB (uex
M’ SKHX JIIKapChKHX (OpM).

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
Limited Liability Company '"Pharmaceutical
company ""Zdorovye'"

22 Shevchenka street, Kharkiv city, Kharkiv region,
61013

Name(s) of manufacturing site(s):
Limited Liability Company
company ""Zdorovye"

Division of production of tablet dosage forms
(workshop of finished medicines forms);

Division of production of encapsulated medicinal forms
and powders (workshop of finished medicines forms);
Division of production of tablet dosage forms
(workshop of finished medicines forms);

Division of production of solid dosage forms of
antibiotics and hormones (workshop of finished
medicines forms);

Division of production of solid dosage forms of small
industrial and experimental series (workshop of finished
medicines forms);

Division of production of soft, liquid medicinal forms,
sprays and aerosols (phytochemical workshop);
Division of production of Arginine glutamate
crystalline powder (substance)  (phytochemical
workshop);

Division of production of soft gelatin capsules
(workshop soft dosage forms);

Division of production of ointments, gels, creams
(workshop soft dosage forms).

"Pharmaceutical

3acrynuux I'ososu JepxaBHOT CiTy,0u
Vxpainu 3 gikapchbKHx 3aco6iB Ta
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Micue npoBakeHHs AiAIBHOCT:

61013, XapkiBceka o061, Micto Xapkis,
LlleBuenka, 6yoquHOK 22;

61019, Xapkiscbka o06n., Micto Xapkis,
Kocrantuna Kaninina, 6ynunok 31, Jlit. B-2;
61004, Xapkisceka o061, M. Xapkis,
KarepuHuHCEBKa, Oyn. 46;

08301, Kuisceka o6i., M. Bopucrinb, Byn. llleBuenxa,
6yn.100, nit. B-II (koprmyc 4).

BYJTHLA
BYJTHIIS

BYIL.

Jlinensis Ha BUpOGHULTBO JTiKapChKuX 3ac00iB B
Vkpaini Bin 17.10.2013 cepis AB Ne 598066.

Micue BHPOOHMITBA CHCTEMAaTHYHO IPOXOAHMTh
iHCIeKTyBaHHA 31 BCTAHOBJIEHOIO MEPIONMYHICTIO Ha
BiznoBinHicTh BUMoraM GMP 3rifHO 3i BCTaHOBJIEHHM
NOPAIKOM.
3a pesynbTaTaMH iHCIIEKTYBAHHA LOI0 BUPDOOHHKA, .
OCTaHHe 3 AKHX Oyso MpoBeaeHe
10.02.2023, 13.02.2023 - 17.02.2023,
BCTaHOBJIEHO, IO BiH BiZNOBiAae BUMOraM HaJIEXHOT
BHPOOHHUYOI NPaKTHKH, 3a3Ha4YEHUM B
Hacranosi CT-H MO3Y 42-4.0:2020
‘“Jlikapchki 3aco64. HanexxHa BHpoGHUYa MpakTHKa”,
(Hopmamuenuii axm)

IO BiAMOBiZAIOTH BUMOraM HaJIEXHOI MPAKTHKU [PH
BUPOOHHLTBI i  KOHTponmi - saxocti  Cuctemu
cniBpoGiTHHLTBA hapMaLeBTHYHUX iHcnekuii (PIC/S),
avpektuBaM €C Ta pekoMeHpauiaM BcecBiTHBOI
oprasi3auii 0XOPOHH 3X0POB'A BIXHOCHO MPOLYKLUil, Lo
NpU3HayYeHa 0ai TOprieii Ta AMcTpuOyuil B kpaiHi
NOXOMKEHHs abo UL eKCIIOPTY.

Llei ceptudixaT BimoOGpaxcae cTaH BHPOOHHUOY
HOinbHHMII Ha MOMEHT IHCIEKTYBaHHS, 3a3Ha9YeHOro
BHIG, i He MOXe BHKODHCTOBYBAaTHCA  IUIA
MITBEPIUKEHHA BiNMOBIOHOCTI, AKIIO 3 MOMEHTY
NpoBelEeHHsA LbOro iHCMEKTYBaHHA Mpoimmuio Giibue
HiX 3 poku.

Lie#t cepTrgixar BKIFOYAE YaCTHHH |, 2 Ta MOJATOK.
Ypnnicte  uboro  ceprudikara moxe  Oytm
HiITBEpIKEHA OPraHoM, IO HOro BHaas.

Manufacturing site address:

22 Shevchenka street, Kharkiv city, Kharkiv region,
61013;

Lit. B-2, 31 Kostyantyn Kalinin street, Kharkiv city,
Kharkiv region, 61019;

46 Cateryninska street, Kharkiv city, Kharkiv region,
61004;

lit. B-II (building 4), 100 Shevchenka street, Boryspil
city, Kyiv region, 08301.

Manufacturing authorization for medicinal products in
Ukraine from 17.10.2013 AB Ne 598066.

Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
10.02.2023, 13.02.2023 — 17.02.2023,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”

(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection Convention/Co-operation
Scheme (PIC/S), EU Directives, and World Health
Organization recommendations in respect of products to
be sold or distributed within the county of origin or to
be exported.

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if
more than 3 years have elapsed since the date of that
inspection.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified with
the issuing authority.

YacTHHa 2

Part 2

Jlikapcbki 3acobu aiis JIOAMHM

Human Medicinal Products

1. BAPOBHMMI ONEPALII] - JTIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecTepuiibHi Jixapebki 3acobu

1.2. Non-sterile products

1.2.1. Hecmepunoni  nikapcoki  3acobu  (eupobHuui
onepayii Ons HacMynHux MKApCLKUX Gopm)

1.2.1. Non-sterile products (processing operations for
the following dosage forms)

1.2.1.1. Kancynu, TBepai

1.2.1.1. Capsules, hard shell

3acrynnuk I'osioBu JepxaBHoi ciy0H
Ykpaiau 3 xikapcebKHX 3aco0iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH
Bonoarmup KOPOJIEHKO
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1.2.1.2. Kancyu, M'aki

1.2.1.2. Capsules, soft shell

1.2.1.5. PinuHH Wis 30BHIIIHBOTO 3aCTOCYBaHHA

1.2.1.5. Liquids for external use

1.2.1.6. Pioyuy mis BHYTPIiIUHBOIO 3aCTOCYBAHHA

1.2.1.6. Liquids for internal use

1.2.1.8. Inmi TBepmi Jjixapchki ¢opmu  (rpaHyns,
TIOPOILIKH)

1.2.1.8. Other solid dosage forms (granules, powders)

1.2.1.9. TpenapaTy miJ TUCKOM

1.2.1.9. Pressurised preparations

1.2.1.11. M’sxi (y Tomy yucni nikapchki 3acobu, wo
MICTAThH TOPMOHH)

1.2.1.11. Semi-solids (including medicinal products
containing hormones)

1.2.1.13. Ta6neTku (y TOMY 4HCIi JIikapChbKi 3aCO0H, WO
MiCTATb Cy/b(haHUIAMiIH T8 FOPMOHH)

1.2.1.13. Tablets  (including medicinal products

containing sulfonamides and hormones)

1.2.1.15. CromaTosoriuHi MaTepiaiy (reini, crpei)

1.2.1.15. Intraruminal devices (gels, sprays)

1.2.1.16. Inumi  HecTepwibHi  Jjikapceki — 3acobu
(eKCTpakTH, eNiKCHpH, eMmyJbcii, Kparuti, HacTOHKH,
cuporm, cripei, cycneHsii) (y TOMy 4ucai Jikapcpki
3acobu, WO MIiCTATh CyibdaHiTaminn)

1.2.1.16. Other non-sterile medicinal product (extracts,
elixirs, emulsions, drops, tinctures, syrups, sprays,
suspensions) (including medicinal products containing
sulfonamides)

1.2.2. Cepmudpixayisn cepiti

1.2.2 Batch certification

a6o BHpoOHHUA

1.4. Inmi  sikapebki  3acobu
JisIbHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapceki 3ac00U 3 POCJIIMHHOT CHDOBHHHU

1.4.1.1. Herbal products

1.4.1.3. Iromi (BpO6GHULTBO Hepo3gacoBaHMX
npoayKTiB (mpoaykuis in bulk))

1.4.1.3. Other (production of bulk products)

1.4.2 Cmepunizayis akmugHux pes08un/00NnoMINCHUX
PevoBuUH/20mo6oi NpoOyKyii

1.4.2. Sterilisation of active
substances/excipients/finished product:

1.4.2.1. ®inprpauis

1.4.2.1. Filtration

1.4.2.2. CyxoxapoBa cTepuiizalis

1.4.2.2. Dry heat

1.4.2.3. Crepuisallia napom

1.4.2.3. Moist heat

1.5. [IakyBaHHs

1.5. Packaging

1.5.1. Ilepsurre nakys8anHa

1.5.1. Primary packing

1.5.1.1. Kancynu, TBepai

1.5.1.1. Capsules, hard shell

1.5.1.6. Piguny 11 BHYTPIlIHBOrO 3aCTOCYBaHHSA

1.5.1.6. Liquids for internal use

1.5.1.13. TabneTku

1.5.1.13. Tablets

1.5.2. Bmopunre nakysanHs

1.5.2. Secondary packing

1.6. lIpoBeneHs  BunpobyBaHL B
KOHTPOJIIO SIKOCTi

pamiax

1.6. Quality control testing

1.6.2. Mikpo6ionoriuni: MikpobionoriqHa 4ucToTa

1.6.2. Microbiological: non-sterility

1.6.3. @i3uuHi/XiMi4HI

1.6.3. Chemical/Physical

2. BUPOBHHMYI OMNEPANII - AKTHBHI
OAPMAIEBTUYHI IHTPENIEHTH*

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

2.1. Bupo6HHUTBO AKTHBHO! PEYOBHHH LWLIAXOM

2.1. Manufacture of Active Substance by Chemical

XiMi4YHOIr0 CHHTE3Y Synthesis
2.1.3. ConeyTBOpeHHs / O4HIIEHHSA: (KpUCTaNi3aLlis) 2.1.3. Salt formation / Purification steps:
(crystallisation)

2.5. Ctyneni 3araibHoY 06pobku

2.5. General Finishing Steps

2.5.1 Ctyneni  ¢ismuHoi  oOpobku  (cymwiHHs,

roapiGHeHHs, NPOCitOBaHHA)

2.5.1. Physical processing steps (drying, milling,
sieving)

2.5.2. IlepBUHHE NAaKyBaHHA

2.5.2. Primary Packaging

Bacrynuuk IogoBn JdepxaBHol cayx0n
Ykpainu 3 nikapcbkux 3aco6iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH
Bosogumup KOPOJIEHKO

ninnyc BianosinansHoi ocobH, mevarka

HepmaBHa cayxba Yipaiuu 3 nikapcbkux 3acobis ta
KOHTPOJIIO 32 HAPKOTHKAMH
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2.5.3. BTopHHHE MaKyBaHHA

2.5.3. Secondary Packaging

2.6. IpoBenenHs
KOHTPOJIK SKOCTi

BunpofyBaHb B pamkax

2.6. Quality Control Testing

2.6.1. ®i3uuni/XiMiuni BUIPOGYBaHHA

2.6.1. Physical / Chemical testing

2.6.2. MikpoGionoriysi BUNpo6yBaHHs (BUKTIOYAIOYH
BHIPOOYBaHHSA CTEPHIILHOCTI)

2.6.2. Microbiological testing (excluding sterility

testing)

2.6.4. Bionori4uHi BUIpOGYBaHHs

2.6.4. Biological Testing

3actynnuk lonosu JdepxaBuoi cayxGu
Ykpaiun 3 gikapebKkHux 3aco6iB Ta
KOHTPOJTIO 32 HAPKOTHKAMH
Boaoaumup KOPOJIEHKO
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HAepxaBHa cayxba Yicpainu 3 nikapebkux 3acobis Ta
KOHTPOJIIO 338 HAPKOTUKAMH
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